Direct reporting of suspected adverse drug reactions by patients
Adverse drug reactions (ADRs) are a serious cause for concern in both adults and children. 1 Of child inpatients, nearly one in ten experiences an ADR-severe in 12%. 2 For adults in hospital, ADRs are thought to be among the six major causes of death: in the USA, according to one estimate, over 100 000 hospital patients die each year as a result of such reactions. 3 Within the UK at least ten suspected fatal ADRs are reported in children each year. 4 How good are we at detecting harmful effects that escaped notice in the prelicensing phase of a drug? The 'yellow card' system, which depends largely on voluntary reporting by doctors, has long been seen as inadequate; and two leading critics, Charles Medawar and Andrew Herxheimer, have used their experience with patient reports on the antidepressant paroxetine 5 to argue that patients in the UK should have the right to report ADRs directly. This campaign bore fruit in May this year when the Government, through the Health Minister Lord Warner, announced that patients will be given the right to report suspected ADRs, without the intervention of a health professional, to the Medicines and Healthcare products Regulatory Agency (MHRA). 6 This is the first time within the UK that patients will have this right. Already patients are able to report their own ADRs to NHS Direct, but the final decision as to whether a yellow card is completed (i.e. the ADR is reported to the regulatory authorities) depends on the NHS Direct nurse, not the patient. The details of how patients will report suspected ADRs are not yet clear; pilot schemes will be run to determine the best system. A logical step forward would be to initiate a regional pilot of direct patient reporting; this has already proved a successful way to evaluate different surveillance schemes for paediatric ADRs. 7 Many countries already accept direct reporting of ADRs by patients 8 but no detailed national analysis has yet been conducted on the value of this innovation. Several studies do point to benefits. A Dutch investigation compared the reporting of ADRs to paroxetine by patients and health professionals. 9 The authors identified nine new ADRs which were recorded by both patients and health professionals, and in each instance the ADR was reported earlier by the patients (mean difference in lag 273 days). A Scottish group looking at treatment with antidepressants, anticonvulsants and analgesics found that patients did not invariably tell their general practitioner about symptoms they suspected to be ADRs; moreover, general practitioners did not record all the symptoms that the patient had mentioned as possibly caused by an ADR. 10 If the purpose of ADR surveillance is to detect new ADRs these findings suggest that patient reporting will be of benefit, but further work is required before a national patient ADR reporting scheme is introduced. We also need to consider paediatrics, where the reporter of a suspected ADR would probably be a parent. There have been no formal investigations of such reporting, but in one prospective study of midazolam withdrawal in critically ill children it was the parents who detected abnormal behaviour in two of the young patients. 11 Medawar and Herxheimer will not see the UK Government's announcement as a complete triumph. In a paper last year they argued that the MHRA is an unsuitable body to exercise pharmacovigilance because, as the organization that licenses medicines, it has a conflict of interest. 5 This is an important point, and to date neither the MHRA nor the Government has fully answered it. Nor are they the only commentators to express concern about the close links between the MHRA and the pharmaceutical industry, among them being Richard Brook, chief executive of the mental health charity Mind. 6 Clearly there is much to be said for separation of licensing from pharmacovigilance, but the direct reporting of ADRs by patients must not await this reform; what we need now are some pilot schemes to see how it can best be done.
